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Via Federal Express

United States Environmental Protection Agency - East
Attn: TSCA Section 8(e)
Room 6428 *~
1201 Constitution Avenue, NWIWashington, DC 20004 118181111 3~ l 0I 0

Subject: Notice in Accordance with TSCA Section 8(e): Results of a Combined Repeated Dose
Toxicity Study with Reproduction / Developmental Toxicity Screening Test in CD rats
with Butanedioic acid, sulfo-, 1-C12-18-alkyl esters, disodium salts, CAS No. 90268-36-3

Dear Section 8(e) Coordinator:

BASF Corporation is submitting results of a Combined Repeated Dose Toxicity Study with
Reproduction / Developmental Toxicity Screening Test in CD rats [Crl:CD(SD)] with Butanedioic
acid, sulfo-, 1-C12-18-alkyl esters, disodium salts, CAS No. 90268-36-3 conducted by LPT,
Hamburg, Germany on behalf of BASE SE, Ludwigshafen, Germany. The test substance is an
emulsifier used in cosmetics.

The test substance was administered to groups of 10 male and 10 female CD rats via gavage
beginning 2 weeks before mating and for males continuing until a minimum dosing period of 28
days was completed and for females continuing up to, and including, day 3 postpartum. After
completion of dosing period animals were sacrifice and pathology and histopathology as well as
hematological parameter and clinical chemistry were recorded. During the experiment clinical
signs, reproductive performance, clinical chemistry etc. are recorded. The study was performed
according to OECD 422 guidelines

The dose levels were: 300, 120, and 60 mg/kg body weight/day

The following findings were observed (interim results of the study):
300 mg/kg:

* 1imale & ifemale premature death
a only 3out of 9 females with litters
46 bw decrease vs control on day 15: 10% in males; 5.5% in females
* bw decrease vs control on day 29: 16% in males; on day 42: 13% in males

120 mg/kg:
0 slight body weight decreases in males day 8, 22, 29, 42 (<10% versus control)

60 mg/kg: so far no changes

CONTAIN NO CBI
BASF Corporation
100 Park Avenue
Florham Park, NJ, 07932
Tel: (800) 526-1072
www basf corn/usa



A*loBASF
The Chemical Company

United States Environmental Protection Agency - East
February 25, 2013
Page 2

BASE Corporation understands that reporting of the results from this study under TSQ\ 8(e) is in
accordance with EPA's policy.

Please note the technical contact and address below and direct all correspondence regarding this
submission accordingly. If you have any questions, please call (248) 948-2051.

Sincerely,

Technical Contact: Alisa Boucher

BASF Corporation
Product Regulatory Center of Expertise - North America
26701 Telegraph Road, Southfield, MI 48033
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After printing this label:
1.- Use the 'Print' button on this page to print your label to your laser or inkjet printer.
2. Fold the printed page along the horizontal line.
3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned.

Warning Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes is fraudulent and could
result in additional billing charges, along with the cancellation of your FedEx account number.
Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on
fedex.com.FedEx will not be responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non-
delivery, misdelivery, or misinformation, unless you declare a higher value, pay an additional charge, document your actual loss and file a
timely claim.Limitations found in the current FedEx Service Guide apply. Your right to recover from FedEx for any loss, including intrinsic
value of the package, loss of sales, income interest, profit, attorney's fees, costs, and other forms of damage whether direct,
incidentalconsequential, or special is limited to the greater of $100 or the authorized declared value. Recovery cannot exceed actual
documented loss.Maximum for items of extraordinary value is $1,000, e.g. jewelry, precious metals, negotiable instruments and other
items listed in our ServiceGuide. Written claims must be filed within strict time limits, see current FedEx Service Guide.

https://www.fedex.com/shipping/html/en//PrintIFrame.html 2/25/2013


